§211.134

and closure system or secondary-con-
tainer or carton system or any com-
bination of systems intended to provide
a visual indication of package integ-
rity. The tamper-resistant feature
shall be designed to and shall remain
intact when handled in a reasonable
manner during manufacture, distribu-
tion, and retail display.

(1) For two-piece, hard gelatin cap-
sule products subject to this require-
ment, a minimum of two tamper-re-
sistant packaging features is required,
unless the capsules are sealed by a
tamper-resistant technology.

(2) For all other products subject to
this requirement, including two-piece,
hard gelatin capsules that are sealed
by a tamper-resistant technology, a
minimum of one tamper-resistant fea-
ture is required.

(c) Labeling. Each retail package of
an OTC drug product covered by this
section, except ammonia inhalant in
crushable glass ampules, aerosol prod-
ucts as defined in paragraph (b) of this
section, or containers of compressed
medical oxygen, is required to bear a
statement that is prominently placed
so that consumers are alerted to the
specific tamper-resistant feature of the
package. The labeling statement is
also required to be so placed that it
will be unaffected if the tamper-resist-
ant feature of the package is breached
or missing. If the tamper-resistant fea-
ture chosen to meet the requirement in
paragraph (b) of this section is one that
uses an identifying characteristic, that
characteristic is required to be referred
to in the labeling statement. For exam-
ple, the labeling statement on a bottle
with a shrink band could say ‘‘For your
protection, this bottle has an im-
printed seal around the neck.”

(d) Request for exemptions from packag-
ing and labeling requirements. A manu-
facturer or packer may request an ex-
emption from the packaging and label-
ing requirements of this section. A re-
quest for an exemption is required to
be submitted in the form of a citizen
petition under §10.30 of this chapter
and should be clearly identified on the
envelope as a ‘“Request for Exemption
from Tamper-Resistant Rule.” The pe-
tition is required to contain the follow-
ing:
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(1) The name of the drug product or,
if the petition seeks an exemption for a
drug class, the name of the drug class,
and a list of products within that class.

(2) The reasons that the drug prod-
uct’s compliance with the tamper-re-
sistant packaging or labeling require-
ments of this section is unnecessary or
cannot be achieved.

(3) A description of alternative steps
that are available, or that the peti-
tioner has already taken, to reduce the
likelihood that the product or drug
class will be the subject of malicious
adulteration.

(4) Other information justifying an
exemption.

(e) OTC drug products subject to ap-
proved new drug applications. Holders of
approved new drug applications for
OTC drug products are required under
§314.70 of this chapter to provide the
agency with notification of changes in
packaging and labeling to comply with
the requirements of this section.
Changes in packaging and labeling re-
quired by this regulation may be made
before FDA approval, as provided under
§314.70(c) of this chapter. Manufactur-
ing changes by which capsules are to be
sealed require prior FDA approval
under §314.70(b) of this chapter.

(f) Poison Prevention Packaging Act of
1970. This section does not affect any
requirements for ‘‘special packaging”
as defined under §310.3(1) of this chap-
ter and required under the Poison Pre-
vention Packaging Act of 1970.
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§211.134 Drug product inspection.

(a) Packaged and labeled products
shall be examined during finishing op-
erations to provide assurance that con-
tainers and packages in the lot have
the correct label.

(b) A representative sample of units
shall be collected at the completion of
finishing operations and shall be vis-
ually examined for correct labeling.

() Results of these examinations
shall be recorded in the batch produc-
tion or control records.



